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REMARKS/ ARGUMENTS 

Responsive to the August 18, 2009 Advisory Office Action, claims 23 and 27-35 stand 
rejected. Claims 27, 28 and 30 have been amended and claims 36-43 are new. Accordingly, 
claims 23 and 27-43 remain pending for prosecution with claims 27 and 37 being independent 
and all other claims depending therefrom. Applicant respectfully requests reconsideration of the 
rejected claims. 

I. CLAIM REJECTIONS UNDER 35 U.S.C. § 103 
A. Obviousness 

When determining the question of obviousness, underlying factual questions are 
presented which include: (1) the scope and content of the prior art; (2) the level of ordinary skill 
in the art at the time of the invention; (3) objective evidence of nonobviousness; and (4) the 
differences between the prior art and the claimed subject matter. Graham v. John Deere Co. , 383 
U.S. 1, 17-18, 148 USPQ 459, 467 (1966). Moreover, with regard to the last prong of the 
Graham inquiry, "[t]o determine whether there was an apparent reason to combine the known 
elements in the way a patent claims, it will often be necessary to look to interrelated teachings of 
multiple patents; to the effects of demands known to the design community or present in the 
marketplace; and to the background knowledge possessed by a person having ordinary skill in 
the art. To facilitate review, this analysis should be made explicit." KSR International v. 
Teleflex Inc., 127 U.S. 1727 (2007). 

Applicant does not contest that the references that have been cited and relied on by the 
Examiner have at least marginal pertinence to the particular problem(s) solved by the present 
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invention in that the references disclose methods for treating or vaccinating animals. Stratoflex, 
Inc. v. Aeroquip Corp., 713 F.2d 1530, 1535, 218 USPQ 8781, 8786 (Fed. Cir. 1983). 

The person of ordinary skill in the art is a hypothetical person who is presumed to know 
the relevant prior art. Custom Accessories, Inc. v. Jeffrey-Allan Indus., Inc. , 807 F.2d 955, 962, 
1 USPQ2d 1 196, 1201 (Fed. Cir. 1986). The level of ordinary skill in the art of veterinary 
compositions and methods for treating animals may be determined by looking to the references 
of record. In re GPAC. Inc.. 57 F.3d 1573, 35 USPQ2d 1116 (Fed. Cir. 1995). The references of 
record in this case reveal that a moderate level of sophistication in the veterinary arts is 
associated with one of ordinary skill. Thus, Applicant submits that, as substantiated by the cited 
references, those with at least a bachelor's degree in chemistry or biochemistry or substantial 
experience in the veterinary industry or the like would most likely be a person with ordinary skill 
in this field of endeavor. 

With respect to objective evidence of nonobviousness, Applicant re-asserts that the 
record supports the conclusion that there are long-felt but unsolved needs met by the present 
invention. A snapshot of the knowledge of a person skilled in the art at the time Applicant filed 
the patent application for the present invention is summarized in the October 4, 2002 article by 
Pfizer Global Research and Development entitled Pharmaceutical Challenges in Veterinary 
Product Development . This article was submitted to the USPTO and identified in the June 25, 
2009 Supplemental Information Disclosure Statement. The above-referenced paper provides a 
"brief review of the animal health pharmaceutical product landscape," "highlights challenges 
and special consideration in veterinary drug delivery," and "identifies unmet needs in animal 
health along with recent advances" as the state of the art existed in October 2002. Tablets and 
injectables were identified as the two most common dosage forms in veterinary applications in 
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2002. Three major areas of drug delivery needs identified at the time of the Applicant's 
invention were: convenient delivery for companion animals, long-acting implants and injections, 
and dosing devices and needle-free injectors. 

More specifically, the article identifies the following long-felt needs in a pharmaceutical 
or vaccine administration method: reducing human and food safety concerns due to "injection 
site toleration;" a "no needles" method being a high priority need in animal health, particularly in 
livestock pharmaceuticals and vaccines; and alleviating the risk of injury using traditional 
methods that are laborious and require animal restraint. This article, however, fails to identify 
the Applicant's claimed method of applying a prophylactic composition to the exterior of the 
livestock animal's muzzle as a known administration in the art in its "state of the art" in 
pharmaceutical and vaccine administration to livestock summary. Moreover, this reference 
pointedly identifies unmet and long- felt needs in the art at a time subsequent to the present 
application's filing date. Applicant's invention, therefore, is non-obvious because it satisfies 
many of the unmet and long-felt needs in the art identified at the time of Applicant's invention. 

In particular, the present invention is directed to the particular problem of providing a 
method for treating livestock with a veterinary composition that does not require animal restraint, 
eliminates the use of needles, administers the composition to the animal's mucosal membranes, 
avoids close physical contact with the animal, and provides a visual indicator of vaccination. 
The present invention does not require a handler to restrain the animal or fight the animal to 
restrain its head thereby minimizing stress on the animal. Further, the reduced degree of contact 
between man and animal provided by the present invention greatly reduces risk of injury to both. 
Additional benefits of the present invention over the prior art include eliminating the use of 
needles thereby eliminating the risk of spreading blood and skin borne diseases from animal to 
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animal, injection pain and broken needles in edible tissues, as well as avoiding site reactions 
which may result in the loss of saleable tissues due to injection site lesions showing up in the 
final food product. 

The present invention also uses the natural route of infection in order to provide a dual 
system of immune processing through the oral and/or nasal mucosa while minimizing the 
physical contact between man and animal. The present invention is also cost effective in that it 
requires minimum reformulation and does not require any new technology for use in connection 
with respiratory viruses and/or attenuated bacteria. Finally, the present invention allows handlers 
of large groups of livestock animals to visually identify animals that have already been 
administered the prophylactic composition. The post-application identifier increases 
administration efficiency and prevents an animal from being given two doses of the prophylactic 
composition and also allows the handlers to visually identify animals that have not been 
administered the prophylactic composition. In summary, the present application is directed to a 
method of treating livestock that includes applying a single effective dose of a prophylactic 
composition directly to the exterior of the muzzle of a livestock animal wherein the animal 
distributes the effective dose into its oral and/or nasal cavities to contact the oral and/or nasal 
mucosal membranes with its tongue and the method also includes a post-application identifier. 
These features represent a solution to long felt needs in the art that were not met by the known 
prior art. 

Finally, prima facie obviousness requires that there must be some suggestion or 
motivation, either in the references themselves or in the knowledge generally available to one of 
ordinary skill in the art, to modify the references. This motivation-suggestion-teaching test 
informs the Graham analysis. "To reach a non-hindsight driven conclusion as to whether a 



KCP-1719247-4 



8 



Application Serial No.: 10/084,592 Inventor: CRAVENS, Ronald L. 

Preliminary Amendment Docket No. 565 1 0. 1 0002 

person having ordinary skill in the art at the time of the invention would have viewed the subject 
matter as a whole to have been obvious in view of multiple references," there must be "some 
rationale, articulation, or reasoned basis to explain why the conclusion of obviousness is 
correct." In re Kahn, (Fed. Cir. 2006). The KSR International decision by the Supreme Court 
has not eliminated the motivation-suggestion-teaching test to determine whether prior art 
references have been properly combined. Rather, in addition to the motivation-suggestion- 
teaching test, the Court discussed that combinations of known technology that are "expected" 
may not be patentable. Stated in the affirmative, therefore, combinations are nonobvious and 
patentable if unexpected. In the present application, no single prior art reference nor any 
combination thereof meets the claimed limitations or provides an expectation of Applicant's 
claimed invention. 

B. Rejection of Claims 27, 28, 31, 32, 33 and 35 over Chu in view of Gallili. 

Claims 27, 28, 31, 32, 33 and 35 were rejected under 35 U.S.C. 103(a) as being 
unpatentable over Chu (US 2002/0025325) in view of Gallili (US 6,541,001 Bl). For the 
following reasons, Applicant respectfully requests reconsideration and withdrawal of these 
rejections. 

Applicants respectfully traverses the assertions that the Chu and Gallili references, alone 
or as combined, teach or suggest all of Applicant's claim limitations or that the claimed 
limitations of the present invention are the expected result when Chu and Gallili are combined. 
Applicant's method of administration of prophylactic compositions is not rendered obvious by 
the combination of Chu and Gallili for the reasons discussed hereinbelow. 
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1. 



Chu does not teach applying a single effective dose of a prophylactic 



composition directly to the exterior of the muzzle of a livestock animal wherein the single 
effective dose is distributed to the oral and/or nasal cavities by the animal's tongue. 

Chu does not teach or suggest applying at least a single effective dose of prophylactic 
composition directly to the exterior of the muzzle of an animal. Chu does not teach or suggest 
that the effective dose will be distributed to the oral and/or nasal cavities by the animal's tongue. 

In its plain and ordinary meaning, the term "single" is defined as "consisting of one part" 
and the term "effective" is defined as "having an intended or expected effect." American 
Heritage Dictionary , 4th Ed. In addition, a "dose" is "a specified quantity of a therapeutic agent, 
such as a drug or medicine, prescribed to be taken at one time or at stated intervals." American 
Heritage Dictionary , 4th Ed. Accordingly, a "single effective dose" of a "prophylactic 
composition" necessarily requires a specified quantity of a composition in order to have the 
intended prophylactic effect. For example, for an immunization to fully immunize a subject, an 
effective dose of an antigen must be introduced into an animal's immune system in order to 
supply or produce enough antibodies to create immunity to a particular disease. If less than an 
effective dose is introduced, resulting in less than the expected antibody production, the 
immunization will, by definition, not be effective because the subject will not have experienced 
the required immune response to develop the intended immunity to the particular disease. 
Necessarily, the amount of a single effective dose will vary on the prophylactic composition and 
may be administered at designated intervals over the life of an animal. 

Thus, the Advisory Action's conclusion that "even if all the effective dose is not 
distributed into the nasal and/or oral cavities by cleaning the muzzle with the tongue, any vaccine 
ingested will at least be effective to induce some immune response and achieve some positive 
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effect" is not consistent with the plain meaning of a single effective dose of a prophylactic 
composition as claimed by Applicant. It is well known in the art that providing reduced doses 
does not provide effective immunity sufficient to prevent an animal from being affected by the 
targeted disease. 

Moreover, "any vaccine ingested" is certainly not a single effective dose and it does not 
teach a specific prescribed amount or quantity of the composition other than that applied by 
chance. The speculated "some positive effect" resulting from "any vaccine ingested" is most 
definitely not the intended or expected effect based on applying a specified quantity of 
prescribed prophylactic composition to the exterior of the animal's muzzle. 

Moreover, when a livestock animal drinks the water/vaccine mix of Chu, the single 
effective dose is not being applied directly to the exterior of the animal's muzzle, and the single 
effective dose is not being distributed to the oral and/or nasal cavities to contact the oral and/or 
nasal mucosa when the animal cleans its muzzle with its tongue. An example of bovine tongue 
action is shown below: 




© Megan Pierce (Reprinted with permission) 
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Further, Chu does not teach or suggest a reliance on the tongue to distribute the single 
effective dose. In fact, the word "tongue" is not present in the Chu disclosure. As a result, 
Chu's disclosure fails to teach, suggest or motivate a person skilled in the art to apply at least a 
single effective dose directly to the exterior of a livestock animal's muzzle wherein the livestock 
animal distributes the single effective dose into its oral and/or nasal cavities to contact the oral 
and/or nasal mucosa when it cleans its muzzle with its tongue. What is more, Chu does not 
provide any teaching or suggestion to modify the vaccine administration method of Chu to arrive 
at the present invention. 

2. Chu teaches away from the claimed invention. 
Chu exclusively teaches that an animal receives a single effective dose of medication 
through drinking the water/vaccine mix from a bucket or a trough; therefore, Chu necessarily 
teaches away from directly applying a single effective dose to the exterior of the muzzle as 
claimed in the instant application. The effective amount of water/vaccine mix is not applied to 
the exterior of the animal's muzzle. Even if some water/vaccine mix remained on the muzzle of 
a livestock animal after watering, there would be an insufficient amount of the vaccine present to 
constitute a "single effective dose." It is impossible for Chu's gallons of water/vaccine mix to be 
applied to the livestock animal's muzzle in a single application as claimed in the present 
invention. An effective dose of the water/vaccine mix taught by Chu would involve a 
substantially greater volume of liquid than could physically be applied to an animal's muzzle as 
a single effective dose. Further, it is physically impossible for the gallons of the water/vaccine 
mix necessary to provide an effective dose of Chu's vaccine to be subsequently distributed from 
the muzzle to the animal's nasal and/or oral cavities by the animal's tongue while the animal is 
cleaning its muzzle. That is why Chu's composition and administration method teaches away 
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from Applicant's claimed method of direct application of a single effective dose of a 
prophylactic composition to the exterior of an animal's muzzle wherein the effective dose is 
distributed to oral and/or nasal cavities by the animal's tongue. 



applying at least a single effective dose of a prophylactic composition directly to the 
exterior of the muzzle of a livestock animal wherein the single effective dose is distributed 
to the oral and/or nasal cavities to contact the oral and/or nasal mucosa when the animal 
cleans its muzzle with its tongue. 



Gallili does not teach applying at least a single effective dose of the prophylactic 
composition directly to the exterior of the animal's muzzle. Gallili teaches that a dose of a 
prophylactic composition can be administered via a whole body spray applied to the exterior of 
the animal. This application method teaches away from applying a single effective dose directly 
to the exterior of the muzzle of the livestock animal. While some of the spray may incidentally 
hit the muzzle during the whole body spray, the single effective dose applied in Gallili's whole 
body spray is inherently distributed over the animal's entire body — not applied directly to the 
exterior of the muzzle. Accordingly, administering a prophylactic composition by spraying it 
over the whole body of an animal, as taught in Gallili, and applying a single effective dose 
directly to the exterior of the animal's muzzle as claimed in the present invention are mutually 
exclusive. That is why Gallili teaches away from the present invention and the present invention 
would not be the expected result of the combination of the composition of Chu or Gallili with 
Gallili's whole body spray. 



Moreover, Gallili does not teach or suggest a reliance on the tongue to distribute the 
single effective dose. In fact, the word "tongue" is not present in the Gallili disclosure. As a 



3. 



Gallili does not teach or suggest and, in fact, teaches away from 
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result, Gallili's disclosure fails to teach, suggest or motivate a person skilled in the art to apply at 
least a single effective dose directly to the exterior of a livestock animal's muzzle wherein the 
livestock animal distributes the single effective dose into its oral and/or nasal cavities to contact 
the oral and/or nasal mucosa when it cleans its muzzle with its tongue. 

Further, as stated above in Section Bl, the Advisory Action's conclusion that "even if all 
the effective dose is not distributed into the nasal and/or oral cavities by cleaning the muzzle 
with the tongue, any vaccine ingested will at least be effective to induce some immune response 
and achieve some positive effect" is not consistent with the plain and customary meaning of a 
single effective dose of a prophylactic composition as discussed in Section Bl . "Any vaccine 
ingested" is certainly not a single effective dose and it does not teach any specific prescribed 
amount or quantity of the composition other than that applied by chance. The speculated "some 
positive effect" resulting from "any vaccine ingested," as relied upon in the Advisory Action, is 
most definitely not the intended or expected effect based on applying a specified quantity of 
prescribed prophylactic composition to the exterior of the animal's muzzle. For these reasons, 
Gallili fails to teach, suggest or motivate a person skilled in the art to directly apply at least a 
single effective dose to the exterior of an animal's muzzle wherein the livestock animal 
distributes the single effective dose into its oral and/or nasal cavities to contact the oral and/or 
nasal mucosa when it cleans its muzzle with its tongue. 



explain the Office Action's conclusion that the present invention is the expected result 
when a person of ordinary skill in the art combines the teachings of Chu and Gallili. 

The combination of elements from the references Chu and Gallili as presented in the 
Office Action does not result in the present invention as claimed. There is no teaching, 



4. 



There is no rationale, articulation, or reasoned basis presented to 
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suggestion, or motivation in the references that would indicate the present invention would be an 
expected result of the combination of Chu and Gallili; therefore, the required components of a 
prima facie case of obviousness have not been satisfied. 

Chu and Gallili do not teach, suggest or motivate the application of at least a single 
effective dose of a prophylactic composition directly to the exterior of the muzzle of a livestock 
animal wherein the livestock animal distributes the single effective dose to its oral and/or nasal 
cavities to contact the oral and/or nasal mucosa with its tongue. In fact, both administration 
methods taught in Chu and Gallili teach away from direct application of a single effective dose to 
the exterior of the muzzle of a livestock animal. Both references fail to teach or suggest relying 
on the animal's tongue to distribute the prophylactic composition to its oral and/or nasal cavities 
to contact the oral and/or nasal mucosa. Imposing this limitation into the Chu and Gallili 
disclosures is nothing more than hindsight reconstruction as the Office Actions to date have 
failed to show that this limitation is taught or suggested in the cited references. Moreover, the 
Office Action still fails to demonstrate that there is any teaching, suggestion or motivation for a 
person of ordinary skill in the art to reasonably modify the teachings of Chu and Gallili such that 
the present invention is the expected result of the combination of Chu and Gallili. Accordingly, 
Chu and Gallili, individually and in combination, fail to teach or suggest all the limitations of the 
present invention. Therefore, one of ordinary skill in the art would not have arrived at 
Applicant's claimed invention because Applicant's invention would not be an expected result of 
the combination of these references. Accordingly, Applicant's independent claims 27 and 37 
and the claims depending therefrom are nonobvious. 

C. Rejection of Claim 23 over Chu in view of Gallili and further in view of 
Emery. 
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Claim 23 was rejected under 35 U.S.C. 103(a) as being unpatentable over Chu in view of 
Gallili, further in view of Emery et al. (US 5,906,826). Per the arguments presented above in 
Section B, the combination of Chu and Gallili does not establish a prima facie case of 
obviousness for independent claims 27 or 37 and the claims depending therefrom. In addition, 
Chu, Gallili, and Emery, alone or in combination do not teach, suggest, or motivate the 
combination asserted in the Office Action. Emery may teach the use of additives in a 
prophylactic composition; however, Emery does not teach directly applying at least a single 
effective dose of such a composition to the exterior of the muzzle of a livestock animal wherein 
the animal distributes the single effective dose to the animal's oral and nasal cavities with its 
tongue. Emery contains no suggestion or motivation for this method of application and a person 
of ordinary skill in the art would not expect the present invention when considering Chu, Gallili, 
or Emery whether alone or in combination. Therefore, claim 23 of the present invention is 
nonobvious. 

D. Rejection of Claims 25 and 34 over Chu in view of Gallili and further in view 
of Demello. 

Claim 34 was rejected under 35 U.S.C. 103(a) as being unpatentable over Chu in view of 
Gallili, further in view of Demello et al. (US 5,846,830). For the following reasons, Applicant 
respectfully requests reconsideration and withdrawal of this rejection. 

Applicant respectfully traverses the assertion that the Chu, Gallili and Demello 
references, when combined, teach or suggest all of Applicant's claim limitations or that the 
claimed limitations of the present invention is the expected result when Chu, Gallili and Demello 
are combined. Per the arguments presented above in Section B, the combination of Chu and 
Gallili does not establish a prima facie case of obviousness for independent claims 27 or 37 and 
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the claims depending therefrom. Moreover, Demello does not teach directly applying at least a 
single effective dose of a prophylactic composition to the exterior of the muzzle of a livestock 
animal wherein the animal distributes the single effective dose to the animal's oral and/or nasal 
cavities with its tongue. Thus, Chu, Gallili, and Demello, alone or in combination, do not teach 
or suggest every claimed limitation of the present invention, and do not teach or suggest to a 
person skilled in the art that the present invention is the expected result of the combination as 
asserted in the Office and Advisory Actions. Accordingly, Applicant's claim 34 is nonobvious. 

E. Rejection of Claims 27, 28, 31, 32, 33 and 35 over Dowling in view of Gallili. 

Claims 27, 28, 31, 32, 33 and 35 were rejected under 35 U.S.C. 103(a) as being 
unpatentable over Dowling (US 6,177,082 Bl) in view of Gallili (US 6,541,001 Bl). 

Applicant respectfully traverses the assertion that the Dowling and Gallili references, 
when combined, teach or suggest all of Applicant's claimed limitations or that the claimed 
limitations of the present invention are the expected result when combining the Dowling and 
Gallili reference. Applicant's claimed invention, directed to a method of administration of 
prophylactic compositions to livestock animals, is not rendered obvious by the combination of 
Dowling and Gallili. For the following reasons, Applicant respectfully requests reconsideration 
and withdrawal of these rejections. 

1. Dowling does not teach directly applying at least a single effective 
dose to the exterior of the muzzle of a livestock animal wherein the single effective dose is 
distributed to the oral and/or nasal cavities to contact the nasal and/or oral mucosa when 
said livestock animal cleans its muzzle with its tongue. 

Dowling does not teach directly applying at least a single effective dose of prophylactic 
composition to the exterior of the muzzle of a livestock animal wherein the single effective dose 
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is delivered to the nasal and/or oral cavities by the animal's tongue. It is well known in the art 
that a nebulizer is a device used to administer medication in the form of a mist that is inhaled 
into the respiratory system. Dowling teaches an influenza vaccine being nebulized into a mist 
and inhaled by the animal into its respiratory system only after an operator physically restrains a 
livestock animal's head and places a nebulizer mask over its nose and mouth. While the 
nebulizer device may be in proximate contact with the muzzle of an animal, and some of the 
nebulized solution may come into contact with the muzzle, the effective dose of the nebulized 
composition of Dowling is inhaled into the animal's respiratory system; therefore, the single 
effective dose is not directly applied to the exterior of the animal's muzzle as claimed by 
Applicant. Dowling also fails to teach or suggest that the animal's tongue distributes the single 
effective dose to the nasal and/or oral cavities. In fact, the word "tongue" does not appear in 
Dowling's disclosure. Accordingly, Dowling's administration method fails to teach or suggest 
two claimed limitations of the present invention. 



Dowling clearly teaches away from the present invention's claimed limitation of directly 
applying a single effective dose of a prophylactic composition to the exterior of the muzzle of a 
livestock animal. Dowling teaches that intra-respiratory administration "may be accomplished . . 
. by use of a nebulizer fitted over the nose and mouth of the animal to be vaccinated." (Col. 13, 
lines 30-39). Further, Dowling teaches that the effective dose of water/vaccine mix is made 
into a fine spray or mist by the nebulizer and inhaled by the animal in order to distribute the 
water/vaccine mix throughout the animal's respiratory system. This teaching contradicts 
Applicant's method of applying a single effective dose to the exterior of the animal, and 



2. 



Dowling teaches away from the claimed limitations of the present 



invention. 
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specifically, to the muzzle. Moreover, Dowling does not teach or suggest that the animal 
distributes the single effective dose to its nasal and/or oral cavity when the animal cleans its 
muzzle with its tongue as claimed in the present invention. Again, Dowling' s method and the 
method of the present invention are mutually exclusive and, necessarily, the exclusive teaching 
of one teaches away from the other. 

Furthermore, equine nebulizers, known in the art and taught by Dowling, fit snuggly over 
the nose and mouth and are designed to reduce and minimize dead space to improve the 
administration of the nebulized medicine. Such nebulizer masks known in the art are found at 
www.eramask.com and www.aeromask.com and are shown in Exhibit A. This design feature 
necessarily reduces the ability of the animal to open its mouth. Accordingly, while the nebulizer 
mask is on and the effective dose is being inhaled by the horse, the animal's ability to open its 
mouth enough to use its tongue to clean its muzzle is greatly inhibited or even prevented. Thus, 
the dose of vaccine has already been administered by inhaling the effective dose through the use 
of a nebulizer and accompanying mask and distributed internally to the animal's respiratory 
system by the time an animal can clean its muzzle with its tongue. Therefore, it is impossible for 
the livestock animal to distribute a single effective dose to its nasal and/or oral cavities with its 
tongue as claimed in the present invention using the nebulizer mask of Dowling. Accordingly, 
Dowling further teaches away from the claimed limitation of the present invention that the 
tongue distributes the single effective dose to the nasal and/or oral cavities. 

Further, the equine respiratory masks often cause horses to become agitated, which 
results in the animal being stressed and may involve the animal putting up resistance thereby 
endangering the handler administering the nebulized medicament. The mask design incorporates 
a "quick release" strap and the instructions provide for application of the mask without any 
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attached accessories in order to reduce the stress on the animal and allow the animal to become 
acclimated to having the mask placed over its muzzle. These precautions teach away from the 
present invention wherein the method of the present invention reduces stress on the animal by 
eliminating the need to restrain and handle the animal's head and reduces the animal/handler 
interaction. The method of Dowling involves substantial handling and restraint of an animal to 
fit the nebulizer mask onto the head of the animal and involves that restraint for a prolonged 
period of time causing a livestock animal to experience stress. The equipment disclosed for 
performing Dowling' s nebulizer administration method incorporates safety measures, such as the 
quick release strap, and specific "stress-reducing" steps instructions to attempt to lessen the 
inherent stress animals experience upon the use of Dowling' s method. Thus, Dowling teaches 
away from the present invention since it inherently involves the animal experiencing stress by 
involving substantial handler/animal interaction and requiring the animal's head to be restrained. 



applying a single effective dose of a prophylactic composition directly to the exterior of the 
muzzle of a livestock animal wherein the single effective dose is distributed to the oral 
and/or nasal cavities to contact the oral and/or nasal mucosa when the animal cleans its 
muzzle with its tongue 

The Examiner is directed to Section B(3) above for Applicant's arguments regarding 
Gallili's lack of teaching, suggestion or motivation as applied to the present invention. 



explain the Office Action's conclusion that the present invention is the expected result 
when a person of ordinary skill in the art combines the teachings of Dowling and Gallili. 



3. 



Gallili does not teach or suggest and, in fact, teaches away from 



4. 



There is no rationale, articulation, or reasoned basis presented to 
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The combination of elements from the Dowling and Gallili references does not result in 
the present invention as claimed. There is no teaching, suggestion, or motivation in the 
references that would indicate the present invention would be an expected result of the 
combination of Dowling and Gallili; therefore, the required components of a prima facie case of 
obviousness have not been satisfied. 

Neither of the references teaches nor suggests all of the elements of independent claims 
27 or 37. It is impossible to apply a single effective dose of a prophylactic composition on the 
exterior of the muzzle using the administration methods taught by Dowling and Gallili. Dowling 
and Gallili fail to teach or suggest applying at least a single effective dose to the exterior of the 
animal's muzzle. Dowling and Gallili fail to teach or suggest that that the single effective dose is 
distributed to the oral and/or nasal cavities to contact the oral and/or nasal mucosa by the 
animal's tongue and imposing this limitation into Dowling and Gallili is hindsight reconstruction 
because the Office Actions to date have failed to show that this limitation is taught or suggested 
by the cited references. Moreover, one of ordinary skill in the art would not have arrived at 
Applicant's claimed invention because Applicant's invention would not be an expected result of 
the combination of these references since both Dowling and Gallili, individually and in 
combination, fail to teach or suggest all the claimed limitations of the present invention. 
Accordingly, Applicant's independent claims 27 and 37 and the claims depending therefrom are 
nonobvious. 

F. Rejection of Claim 23 over Dowling in view of Gallili and further in view of 
Emery. 

Claim 23 was rejected under 35 U.S.C. 103(a) as being unpatentable over Dowling in 
view of Gallili and further in view of Emery. Per the arguments presented above in Section E, 
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the combination of Dowling and Gallili does not establish a prima facie case of obviousness for 
independent claims 27 or 37 and the claims depending therefrom. In addition, Dowling, Gallili, 
and Emery, individually or in combination, do not teach, suggest, or motivate the combination 
asserted in the Office Action. Emery may teach additives for use in prophylactic compositions; 
however, Emery does not teach one skilled in the art to directly apply a single effective dose of 
such a composition to the exterior of the muzzle of a livestock animal. Further, Emery does not 
teach or suggest the animal distributing the effective dose to the animal's oral and/or nasal 
cavities with its tongue. Emery contains no suggestion or motivation to alter the disclosed 
composition for this method of application, and a person of ordinary skill in the art would not 
expect the present invention when considering Dowling, Gallili, or Emery whether alone or in 
combination. 

G. Rejection of Claims 25 and 34 over Dowling in view of Gallili and further in 
view of Demello. 

Claims 25 and 34 were rejected under 35 U.S.C. 103(a) as being unpatentable over 
Dowling in view of Gallili and further in view of Demello. Per the arguments presented above in 
Section E, the combination of Dowling and Gallili does not establish a prima facie case of 
obviousness for independent claim 27 or the claims depending therefrom. In addition, Demello 
does not teach directly applying a single effective dose of a prophylactic composition to the 
exterior of the muzzle of a livestock animal wherein the animal distributes the single effective 
dose to the animal's oral and/or nasal cavities with its tongue. Thus, Dowling, Gallili, and 
Demello, alone or in combination, create no reasonable expectation of every claimed limitation 
of the present invention when the teachings, suggestions and motivations of Demello are added 
to the combination of Dowling and Gallili. Accordingly, Applicant's claim 34 is nonobvious. 
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H. Rejection of Claims 27, 32, 34 and 35 over Squires in view of 
Reynolds. 

Claims 27, 32, 34 and 35 were rejected under 35 U.S.C. 103(a) as being unpatentable 
over Squires (US 6,350,784 Bl) in view of Reynolds (US 5,753,244). For the following 
reasons, Applicant respectfully requests reconsideration and withdrawal of these rejections. 



composition. 

Squires does not teach, suggest, or motivate the claimed limitations of the present 
invention as asserted in the Office Action to meet a prima facie showing of obviousness. Squires 
teaches applying a topical medicament containing an effective dose of a viral inhibitor to a virus- 
caused wart located on a horse's muzzle in Example 14 located in column 28. The viral inhibitor 
taught in Squires is not a prophylactic compound as known in the art. 

Squires discloses the use of virus inhibitors on animals and, in particular, a horse. 
Squires teaches a medical treatment and medicine used only for the treatment of a viral or 
bacterial infection or infectious disease after an animal has already been infected and is showing 
symptoms. Specifically, the only veterinary example of Squires invention, Example 14, teaches 
the topical treatment of a papilloma virus-caused wart (a pre-existing, virus-caused skin 
condition) on the muzzle of a two-year-old gelded thoroughbred horse. 

As previously discussed, the present invention claims a method of applying a 
prophylactic composition to the exterior of the muzzle of a livestock animal. The term 
"prophylactic" is defined as "acting to defend against or prevent something, especially disease; 
protective." American Heritage Dictionary , 4th ed. The Advisory Action uses this accepted 



1. 



Squires does not teach, suggest or motivate the use of a prophylactic 



KCP-1719247-4 



23 



Application Serial No. : 1 0/084,592 Inventor: CRAVENS, Ronald L. 

Preliminary Amendment Docket No. 565 1 0. 1 0002 

definition to bolster the finding of obviousness by asserting that the function of a viral inhibitor 
is to act "to defend against." 

Applicant traverses the assertion that a viral inhibitor as used in Squires is a prophylactic 
composition. The word defend is defined as "to make or keep safe from danger, attack, or 
harm." American Heritage Dictionary , 4th ed. When read in relation to the terms surrounding it, 
"defend," as used in the definition of prophylactic, means to prevent harm or danger from the 
attack of a disease. One uses a prophylactic composition to prevent, make safe or keep safe a 
body from infection by a disease. Therefore, a prophylactic composition prevents a disease from 
entering the body or, if the disease enters the body, a prophylactic composition makes or keeps a 
body safe and results in preventing a disease from causing harm, danger, or infecting a body. 
Applicant's definition is supported by the following definition of "prophylactic treatment" from 
a medical dictionary: "the institution of measures to protect a person from a disease to which he 
or she has been, or may be, exposed. Also called a preventative treatment ." American Heritage 
Medical Dictionary , 2009 (emphasis added). 

In contrast, it is well known in the art that a viral inhibitor does not defend against or 
prevent a virus from entering a body or causing harm to or danger to a body but is a reactive 
treatment that inhibits the activity of a virus that has already penetrated and resides in the body. 
Inhibit is defined as "to hold back; or restrain" and in reference to biology, "to decrease, limit, or 
block the action or function of (in this case) a virus. American Heritage Dictionary , 4th ed. 
Further, an inhibitor is defined as "one that inhibits, as a substance that retards or stops a 
chemical reaction." American Heritage Dictionary , 4th ed. It is well known in the art that 
prophylactics, one example being a vaccine, prevent a virus or other disease causing agent from 
affecting a subject. Viral inhibitors, however, are used to treat a subject and lessen the effects of 
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a virus that has already infected a subject. Viral inhibitors cannot prevent a subject from being 
infected with the virus in the first place. This distinction is well known in the art and is further 
supported by pages 2-5 of the chart of Exhibit B where vaccines are listed as preventative 
measures and viral inhibitors well known in the art are listed under "treatments." Moreover, 
Squires's disclosure further supports this distinction between prophylactic and treatment wherein 
the horse had already been infected with the papilloma virus and the topical medicament is used 
to treat the wart caused by the virus. The visible effect of the virus activity and infection, the 
wart, is already present. The harm and effect of the virus has already occurred. 

The viral inhibitor does not prevent or defend the horse from contracting the virus or 
developing a wart, but instead slows down viral activity to lessen the severity of effects of the 
virus. After treatments with a viral inhibitor, the horse will likely develop another papilloma 
wart in the same or different location sometime in the future whereas a prophylactic 
composition, e.g., a vaccine, would prevent any effects from the virus in the first place. Another 
example is the treatment of HIV. It is well known in the art that there is no prophylactic 
composition to prevent a subject from being infected with HIV once exposed. It is also well 
known in the art that viral inhibitors are currently being used to retard and restrain the activity of 
the virus to prolong the onset of AIDS in HIV infected individuals, but the effects of the virus 
are inevitable in the long run. Accordingly, it is well known in the art that a viral inhibitor is not 
a prophylactic composition, but a reactionary treatment once infection has occurred. 



a single effective dose of a prophylactic composition directly to the exterior of the muzzle of 
an animal wherein the single effective dose is distributed to the oral and/or nasal cavities of 
said animal by the animal's tongue. 



2. 



Squires does not teach, suggest or motivate the application of at least 
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Squires' disclosed composition is a topical medicament. The definition of "topical" for 
medical purposes is "of or applied to a localized area of the body or to the surface of a body 
part." American Heritage Dictionary , 4th ed. Topical medicaments are inherently meant to be 
effective and treat only the area to which they are applied. There is a well known distinction 
between a topical medicament and a topical application. The composition disclosed in Squires is 
a topical medicament. A topical medicament, as known in the art, is inherently meant to be 
effective and treat only the localized area of the body to which it is applied. On the other hand, 
the claimed carriers of Applicant's claim 29, namely, pastes, salves or films, are applied to the 
livestock animal's muzzle in order to allow the animal's tongue to deliver the effective dose to 
the oral and nasal cavities. 

Squires exclusively teaches a topical medicament. All disclosed examples involving 
living organisms were applications to the skin with the intention to inhibit viral activity at that 
location. Examples 1-7 involved topical treatment of herpes lesions on human beings. Examples 
8-13 contained testing of any possible dermatological allergic reaction induced by Squires 
composition on animal's ears and Example 14 is treatment of a wart on a horse's muzzle. All 
other examples are in- vitro tests performed in a lab outside a living organism. 

In fact, the emphasis on the topical limitation of Squires's composition is so strong that, 
when Squires discloses the topical treatment, the reference definitively states that "an important 
aspect in this treatment was maintaining complete coverage of the affected area for the duration 
of the outbreak." (Col. 27, Lines 11-13). Squires itself discloses that a dose of its topical 
medicament becomes ineffective at treating a virus-caused outbreak (herpes sore or wart) when it 
is removed from the actual location of the outbreak. 
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Further, Squires's disclosure teaches that henzalkonium chloride, the preferred surfactant 
of the preferred embodiment of Squires's composition, "demonstrated high levels of toxicity to 
the cells even at high dilutions, which is medically unacceptable" during in vitro testing which 
also confirmed that the preferred embodiment of the composition is toxic in most of the tested 
dilutions. (Col. 13, lines 2-5; col. 30, lines 63-65; and col. 32, lines 25-27). As such, Squires's 
disclosure teaches using Squires's composition exclusively as a topical medicament and teaches 
away from any embodiment of the disclosed composition being applied to a living organism 
wherein Squires's composition would be ingested or absorbed by the living organism. If the 
animal distributes Squires's composition to its oral and nasal mucosa using its tongue, the animal 
would necessarily ingest or absorb some of the toxic compound. While ingestion and absorption 
of the compound is a foreseen, intended and relied upon consequence of the present invention, 
Squires teaches that the toxicity of its composition is medically unacceptable and poses a 
harmful threat to the animal if the animal ingests the preferred embodiments of Squires 
composition (the only embodiment for which test results exist and has been reduced to practice). 
Therefore, the Squires composition having a known toxic ingredient that is "medically 
unacceptable" is not safe for any other administration method than a topical medicament. Thus, 
ingestion or absorption of Squires composition would not be likely to achieve a positive effect on 
the health of the animal which necessarily teaches away from the application method of the 
present invention because one skilled in the art would not combine a composition known to 
include a toxic ingredient and shown in testing to be toxic with an administration method that 
includes distributing the composition to the animal's oral and/or nasal mucosa and subsequently 

s 

ingesting the composition or absorbing it into the animal's bloodstream. 
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Moreover, both Squires and Reynolds fail to teach or suggest that the viral inhibitor is 
distributed to the oral and/or nasal cavities by the animal's tongue when the animal cleans its 
muzzle. Squires actually teaches away from this claimed limitation of the present invention — the 
distribution of a single effective dose to the oral or nasal mucosa using the animal's tongue. 
Squires and Reynolds do not teach a reliance on the tongue as an agent of distribution of the 
prophylactic composition. In fact, neither reference contains the word "tongue" in its disclosure. 
The Advisory Action and all previous Office Actions fail to show that Squires or Reynolds 
teaches or suggests that the composition is distributed to the oral and/or nasal cavity to contact 
the oral and nasal mucosa when the animal cleans its muzzle with its tongue. 



art to use a UV or other non-visible dye as a post-identification identifier. 

The disclosure of a dye that becomes invisible is not a disclosure of a UV or other non- 
visible dye. The distinction being that a non-visible dye is still present on the animal and can be 
observed using a well known viewing lens, light spectrum or machine, whereas a disappearing 
dye can no longer be seen in any capacity. Therefore, the disappearing dye in Reynolds is a light 



visible dye until it disappears and cannot thereafter function as a post-application identifier 
because there are no means to detect the presence of the dye — which is the reason these 
disappearing dyes are used in the first place and also the reason such dyes are unsuitable for use 



in the present invention. Therefore, Squires and Reynolds do not disclose the claimed limitation 
of claim 34 and fail to teach, suggest or motivate a person skilled in the art to implement a UV or 
other non-visible dye as a post-application identifier. 



3. 



Reynolds does not teach, suggest, or motivate a person skilled in the 
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4. 



There is no rationale, articulation, or reasoned basis explaining how 



the present invention is an expected result of a person of ordinary skill in the art combining 
Squires and Reynolds. 

Squires and Reynolds, individually and in combination, fail to teach or suggest the 
combination asserted in the Office Action. Neither of the references teaches nor suggests, alone 
or in combination, all of the elements of independent claim 27 and 37 and no resultant method 
could have been created from these references that would meet the limitations of the present 
claims. Squires does not teach the use of a prophylactic compound. Squires teaches a preferred 
ingredient that displays high levels of toxicity when tested in vitro and is medically 
unacceptable; thus, Squires teaches away from combining this composition with any 
administration method that includes a reliance on the ingestion of the compound or the 
absorption of it into the blood stream as claimed in the present invention. Squires and Reynolds 
do not teach that the effective dose of the prophylactic composition is delivered to the nasal 
and/or oral mucosa by the animal's tongue and imposing this limitation into Squires and 
Reynolds is hindsight reconstruction because the Office Actions to date have failed to show this 
limitation as being taught or suggested in the cited references. Moreover, Squires and Reynolds 



also fail to teach the claimed limitation of a UV or other non-visible dye as a post-application 



identifier. Therefore, one of ordinary skill in the art would not have arrived at Applicant's 
claimed invention because Applicant's invention would not be an expected result of the 
combination of these references since both references, individually and in combination, fail to 



meet all the limitations of the subject claims. Accordingly, Applicant's independent claims 27 
and 37 and the claims depending therefrom are nonobvious. 
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I. Rejection of Claims 23, 28-30 and 33 over Squires in view of Reynolds and 
further in view of Callaghan. 

Claims 23, 28-30 and 33 were rejected under 35 U.S.C. 103(a) as being unpatentable over 
Squires, in view of Reynolds and further in view of Callaghan (US 6,410,062). The Office 
Action asserts that "Callaghan teaches a topical formulation for treating a skin disorder." 
Regardless of the multitude of properties that are disclosed by Callaghan, Callaghan teaches a 
topical medicament. Per the arguments above in Section H, a topical medicament as disclosed in 
Callaghan and Squires does not create a reasonable expectation of the present invention when 
combined with Reynolds. Callaghan does not teach applying at least a single effective dose of a 
prophylactic composition directly to the exterior of the muzzle of a livestock animal. Callahan 
does not teach having the effective dose distributed to the animal's nasal and/or oral cavities to 
contact the oral and/or nasal mucosa by the animal's tongue. Therefore, Callahan, alone or in 
combination with Squires and Reynolds, does not provide a prima facie showing of obviousness 
of the present invention. Accordingly, Applicant's independent claim 27 and all the claims 
depending therefrom are nonobvious. 



Applicant respectfully submits the claims and the application are in condition for 
allowance and such is courteously solicited. If any issue regarding the allowability of any of the 
pending claims in the present application could be readily resolved, or if other action could be 
taken to further advance this application such as an Examiner's amendment, or if the Examiner 
should have any questions regarding the present amendment, it is respectfully requested that the 
Examiner please telephone Applicant's undersigned attorney in this regard. Should any fees be 
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necessitated by this response, the Commissioner is hereby authorized to deduct such fees from 



Deposit Account No. 11-0160 



Respectfully submitted, 



Date: IZzll&l 




Lara S. Dickey 
Reg. No. 48,161 
Husch Blackwell Sanders LLP 
4801 Main St., Suite 1000 
Kansas City, MO 641 12 
816-983-8000 

ATTORNEYS FOR APPLICANT 
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